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related thereto, in computer readable form only, as Indicated in the Suppicmcntai Bos Relating So Sequel 
5ee_OB 802 of the Admiriistr_.h* Instrnctlonw. 
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Lack of onity of invention 
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citations and explanation! 
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I a emotional application No. 
J RELIMINABY SKPORT ON PATENTABILrrV . „,,.,, ,-. , ~ 

i.! Basis of the report 



D inisrnationa! search (Sale -2.3 and 23. J(b)i 
D p;*5ic3!ion of She international application (Rttie 12.4,' 
Lj sntesrailona) preliminary examination (Rule 55.2 and'or 55 



<_ j v funis *d 

CD the description: 

pages _ as origiaaUy Sfcdrfumiihed 

pages* received hy this Authority on 

pages* received by this Authority on 



ss v a 

as amended (together with any slstenwrs* under Artiste i9 



nos.* , teceived by Shis Authority or 
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f~l the drawings: 
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received by this Authority OB 



IjAj a secuesxc iisiins and/be any related tabids} - see S'jppicrrieniai Bos Relating io Sequence Listing. 
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she drawings, sheets/figs 

tZJ iSss sequence iitfirtg (specif?): 

) I any iahiet'st related io sequence liatins (specify): 

I \ This report has been established as if (some of! the arat 
* — ! iixy have been considered io go beyond the disclosure as 

Q she description, pages 

Q the claims, nos. 

L_j She drawings, sheets/figs 

| § the sequence iistsngispecj^-j: 
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ii-ematioaai applk-atsors No. 



The questions wSwihtt She cSaisned inversion appears to be novel, to involve an inventive step }io be wsn cfeviouss. or to be irajutsrisify 
\ r tf< w S of: 

Q ihe entire ialerasSiiMSu application 

[E_l daiBIS Nos. a portion of claim* 1-4 „ 

Cj iS» said international application. 01 the said claims Nos. 

wiaie SO !he fallowing subject matte which does no! require an international oreKroiaary examination (..-.}>«((v!: 



lie desert; i e a portion c£ a 

ase 10 unc-fear thai no roeaninsfu! opinion could be formed ixprdfyy. 

Refer to Box VIII, 



bed a ims.orsai«ciaisjsNo5. * portion eg e.»is>» 1,_,« siesoir^dt 

.y the description thai r>o nwaningfit! opinion could be farmed. 

» international sesrehrcpocs has been established for said claims Nos. « porfcioft o £ clais- l~i _ 
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r amino acid swjueRes listing does not comply with the standard provided fot in 

inssraclions ia that: 
the written form fU has not been furnished 

I 1 does «* comply with the standard 

ibe computer readable form j~j has not been famished 

! i does not comply with (he standard 

I \ tbs tables related to the nucleotide as 

— technical requirements provided for in Annex C-h!s of the Administrative Instructions. 
j^J See Supplemental Box for further details. 
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INTERNATIONAL PRELIMINARY REi* 


ORT ON PATENTAB ILITY 


PCT/JP2004/CI4S19 



Bos No. V Seasoned sSatement under Arfidt 35(1) with regard lo novdty, invtntivt step or industriai appiics'ttSity; 
and «pt«n«>i«s fflpporttng yft «»lcro<M 



Chims 



Document 1: JP 07-502497 A {THE WELLCOME FOUNDATION 

LTD.), 16 March 1995 a WO 1993/003837 Al & 
US 5792838 A 

Document 2: WO 1999/037329 Al {AKTIE30LAG} , 29 July 1939 
& SE 9800170 A 

Document 3: WO 2000/066160 Al (Sfaraanouchi Pharmaceutical 
Co., Ltd.), 09 November 2000 & BP 1174148 Al 

Document 4; JP 06-189781 A (Mitsui Toatsu Chemicals, 
Inc.}, 12 July 1994 (Family: none) 



Claims 1 to 4 

Document 1 discloses a method for increasing the 
stability of an immunoglobulin (e.g. IgM or the like} by- 
adding a copper-ion chelating agent {e.g. a citrate or 
the like) thereto. 

Meanwhile, documents 2 to 4 indicate that citric 
acids can be used as buffer solutions for antibodies 
(refer to document 2, claim 1; document 3, claim 6; and 
document 4, paragraph [0017]). 

In general, it is common practice to preserve 
immunoglobulins such as IgM at low temperatures, and the 
fact that it is possible to preserve antibodies by means 
of a citric acid buffer solution is well known, as 
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iisci-natiosas aociicsiion No. 

wternahonal preliminary report on patentability _ , ' „ „ - . ... . a . . 

s No. V Reasoned stslemoii uikS«s Artfcie 3S<2) with regarf to novelty, inventive step or issdusSrieJ applicability; 
dSoS,»-ii j,nc gAft;Rnai!ons supporting socii statement 

ci A osed in documents 1 to 4. Such being the case., the. 
inventions set forth in the present application merely 
confirm that citric acid buffer solutions, which are 
known to be used for the preservation of antibodies,, 
exhibited superior stabilization characteristics in 
comparison to acetic acid buffers when used to preserve 
common antibodies at low temperatures. Consequently, the 
inventions set forth in the abovementioned claims do not 
involve an inventive step in the light of documents 1 to 
4 . 
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Itteroaiionsi applicsEion No. 

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY pr „ f Jp ^ Q Q ^ / n i 4 g 1 § 

VH3 Certs r > . * ns application 



Claims I to 4 

In the abovementioned claims, the specific scope of 
the wording "low temperatures" is unclear > Consequently,, 
the claims in question cannot be said to be set forth in 
a sufficiently clear manner. 

In addition, the examples only confirm that the 
proteins stabilized at temperatures of 7°C, 4°C and 1°C, 
and thus it is unclear whether the methods set forth in 
the abovementioned claims will be effective at 
temperatures higher than 7°C or at temperatures lower 
than 1°C. Consequently, the inventions set forth in the 
abovementioned claims cannot be said to be fully 
supported by the description, or to be disclosed in a 
manna:: sufficiently clear and complete for the inventions 
to be carried out by a person skilled in the art of the 
technical field in question. 

As a result, the scope of the present search 
excludes the abovementioned scope of the inventions set 
forth in clairos 1-4, which is not fully supported by the 
description or disclosed in a sufficiently clear and 
complete manner. 



Claims 1, 2 and 4 

With regards to the "proteins" set forth in the 
abovementioned claims, although the examples and the like 
demonstrate that "IgM" stabilizes at low temperatures, it 
is unclear what other proteins can be stabilised via the 
addition of a citrate buffer solution. Consequently, the 
inventions set forth in the abovementioned claims cannot 
be said to be fully supported by the description, or to 

: PCT'':K-..W09(Sox VKI) (January 20fti > 
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s No. VUi Csrisii; observation? on (be international application 

be disclosed in a manner sufficiently clear ana complete 
for the inventions to be carried out by a person skilled 
in the art of the technical field in question, 

As a result, the scope of the present search 
excludes the abovementioned scope of the inventions set 
forth in claims 1, 2 and 4 S which is not fully supported 
by the description or disclosed in a sufficiently clear 
and complete manner. 
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L— 1 in written forsnat 

23 in coaipsler readable form 

I i t-oniaissed in ifcc iniernatiooaS appiiratiwi as filed 

IHi riied iogsiher « ilh (he jnierna!iora>< appikaticn in computer rsadaMe form 

l_J furnisfied subseqaeniSy lo this Aulhority for xbs psirposes ef search «n*ot 

L-J seceived by this Auihoriij as an amendment* on 
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. S(-i» t jvUietist3!emetkl5lh3tli)cmfo«ria!ion!«(hcsv,l.s<:, r a c a! 
filed a dyes rai so beyond tlw appiicafion as Tiled as appropriaie. wore furnished 



<■ f/tfrw ->' *! 3ascHo. i applies. Iht fir/wj onttfer fa&fefij related '.hereto, -which form part of the bam itf the report may Ire umAii 
"superseded. " 
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